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Laboratory Registration/Select Agent Transfer Program

Application for Laboratory Registration 

This application package is for facilities required to register to transfer or receive select agents under

Public Law 104-132 and  its implementing regulation (42 CFR  72.6 - Additional Requirements for Facilities

Trans ferring or R eceiving  Select A gents ).  

Oversight of facility registration and tracking of select agent transfers required by the regulation has been

delegated by the Department of Health and Human Services to  the Centers for Disease Control and

Prevention (CDC).

 

The law  and reg ulation requ ire that a res ponsible  facility official be iden tified, that the fa cility demon strate

its ability to work s afely with sele ct agen t(s), and th at registere d facilities ke ep reco rds of se lect agen ts

transferred to and from their facilities.

 

All fac ilities re quire d to re giste r mu st co mp lete th e por tions  of the  applic ation  pack age  that a re ap plicab le

to the select agents with which they intend to work, and must submit the completed application package

with the req uired site re gistration fe e to CD C.  The  application  will then be re viewed b y CDC .  If

informa tion supp lied in th e app lication pac kag e indic ates  that th e fac ility is pro perly e quipp ed to  hand le

and transfer select agents, CDC will issue a registration number to the facility.  The registration is valid for

three years.  All facilities will be inspected at least once during the three year registration period.  If a

facility’s  applic ation  fails to  docu me nt tha t the fa cility is pr ope rly equ ipped  to wo rk w ith se lect agen ts, or if

the application is incomplete, the facility will not be registered.  CDC will inform the facility of the problems

with the facility and/or the application.  When these problems are resolved by the facility, the facility may

again se ek reg istration.   

Contents of this application package:

Form s to be co mple ted by app licants.  Some of these m ust be comp leted by all applicants, some a re

specific to  a group  of select a gents (e .g., toxins), an d mu st be co mple ted only by fac ilities working  with

those agents:

1) Backg round  Informa tion/Certificatio n and S ignature  form - to be completed by all facilities

required  to register u nder 42  CFR  72.6.  Th is form  mus t be signe d by the res ponsible  safety

official for your institution.

2) Information on  Select Agents  - a set of forms requesting more detailed information on the

select ag ents you inte nd to trans fer or rec eive and  the labora tories you pla n to use f or work  with

those select agents.  Because the facilities, equipment and procedures of laboratories working

with  bacte ria, viru ses , fung i or rick ettsia e, rec om binan t DN A, an d tox ins m ay be d iffere nt, the re is

a different form for each group  of select agents.  You will be asked to com plete the form or forms

describing the type of work you do and the laboratories you use for the select agents that you

transfer  or receive  at your institution. 

3) Laboratory A ssessme nt Instrumen ts - a set of self-evaluation instruments based on the

CDC/NIH Biosafety in Microbiological and Biomedical Laboratories (BM BL) ( for th e bac teria

viruses, fungi and rickettsiae), the NIH Guidelines for Research Involving Recombinant DNA

Molecules (NIH Guidelines) (for recombinant DNA work) and 29 CFR 1910.1450 (for laboratories

working with select agent toxins).  A  facility will complete only  the laboratory assessment

instrum ents req uired for th e type(s) of  select ag ent(s) with  which tha t facility intends to w ork.   
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Laborato ries w orkin g with  live se lect agen t bac teria, v iruse s, fun gi or ric ketts iae w ill

complete the appropriate BMBL-based assessments.

Laboratories working with recombinant DNA may complete either the appropriate BMBL-

based assessments, or those based on the NIH Guidelines.   The res ponsible  facility

official may determine which assessment instruments are to be used, based on which

document is used for that institution’s policies and procedures for work with those select

agents.  In stitutio ns us ing re com binan t DNA for  large  anim al studies  or in la rge s cale

production are asked to complete those assessments  based on the NIH Guidelines, as

there are  no corre spond ing section s in the BM BL.  

Labora tories wo rking with s elect age nt toxins m ust m eet addition al specific r equirem ents

of 29 CFR 1910.1450.  These laboratories must complete the 29 CFR based assessment

instrument.  Laboratories working with select agent toxins must also complete the

laboratory assessments based on the  BMBL and/or NIH Guidelines, if the toxin work

involves w orking w ith recom binant D NA or inta ct toxin pro ducing o rganism s.    

  

Attachm ents: Attac hm ents  includ e the  regu lation  and s ever al upd ate/c larification  docu me nts.  A ll

applican ts shou ld review the se befo re starting to  work w ith the applica tion form s. 

 1) 42 CFR 72.6 .

2)  Federal Register Notice - Notice o f Site Reg istration Fe e Sche dule....  This document

contains  the user  fee sch edule an d sever al correc tions/clarifica tions to the re gulation. 

3)  Table of Select Agent Toxins - LD50 for Mice.

4)  Federal Register Notice  -  Suspension of Site Registration Fee for Facilities 

Trans ferring or R eceiving  Select A gents .  This docum ent announces the su spension of 

the site registration fee, effective November 27, 1998.

5) A summary of the recommended biosafety levels for several recently identified viruses

that are not included in the current edition of the BMBL.

Additional materials you will need: 

1)  Biosafety in Microbiological and Biomedical Laboratories (BMBL), 3rd ed - if you will be

trans ferrin g or re ceivin g any o f the s elec t agent bacteria , virus es, ric ketts iae or  fung i.

2)  NIH Guidelines for Research Involving Recombinant DNA Molecules  (NIH Guidelines), March

1996 or more recent edition - if you will be transferring or receiving genetically modified organisms

or genetic elements from the list of select agents that produce or encode for a factor associated

with disease, or that contain nucleic acid sequences coding for toxins included in the select agent

list, and if you use the NIH Guidelines as the bas is for  biosa fety re lated  policie s and  proc edures in

your f acility.

3)  29 CFR 19 10.1450 - Occupational Exposure to Hazardous Chemicals in the Laboratory - if you

will be transfe rring or rec eiving any of  the toxins  on the se lect agen t list.

4) Ad ditional info rmation  and c larification  is ava ilable th roug h  the  CDC La bora tory 

Registra tion/Selec t Agent T ransfe r Progra m we bsite: www .cdc.go v/od/ohs /lrsat.htm .   
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How to obtain the BMBL, NIH Guidelines, and 29 CFR 1910.1450:

BMBL - You may obtain a single copy of this document by faxing a request to CDC, Office of

Health and Safety.  The fax number is 404-639-3236.

NIH Guidelines - Available on the Internet at http://www.nih.gov/od/orda, or contact NIH (phone

301 496 9838).

29 CFR 1910.1450 - Available on the Internet at http://www.osha.gov/ or from the U.S.

Governm ent Printing Office (phone 202 512 180 0).

Obtaining extra copies of the forms in this package:

One copy of each form is included in this packet. If you will be working with several select agents and/or

using sev eral la bora tories , you w ill need  addit ional c opies  of the  form s.  Ple ase  photocopy the  origin als

contained in this application package to obtain the additional copies.

How the information in this application package  will be used:

Each section of the application package is designed to obtain certain information required under 42 CFR

72.6.

The  Backg round  Informa tion/Certificatio n and S ignature  form will provide us with the information

required under 42 CFR  72.6(c)(2)(i).

The Information on  Select Agents  and Laboratory Assessment Instruments  will accomplish two

things:

It will help you determine whether your laboratory is equipped to work safely with the select

agent(s) in question, so you can take appropriate action if necessary before you apply for

registration under this regulation.

. We will use the information you provide on the information sheet and laboratory assessment

instruments to determine whether your laboratory meets the requirements of 42 CFR

72.6(a)(2)(ii).

The information you provide on this application will not routinely be shared with other government

agencies or other entities.  However, information will be provided on request to federal law enforcement

agenc ies, and to  other en tities as requ ired unde r the Free dom  of Inform ation Act (5  USC  552).    

Who should complete this application package:

The responsible facility official must review and sign the  Background Information/Certification and

Signatu re portion of  the application, and will be the person contacted if we have questions about the

application.  He/she should consult with others (e.g., engineering support services, scientists) as

neces sary to obta in the requ ired inform ation.     

   

42 CFR 72.6 (j) specifies that a  “responsible facility official” is the person responsible for all activities

related to the handling or transfer of select agents under the regulation.  For purposes of this regulation,

the “responsible facility official” means an official authorized to transfer and receive select agents covered

by this part on  behalf of  the transf eror and / or reque sters fac ility.  This person  should b e either a s afety
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officer, a senior management official of the facility, or both.  The responsible facility official should not be

an individua l who actu ally transfers  or receive s an ag ent at the fa cility.”

Public Reporting Burden:

Public reporting burden of this collection of information is estimated to average 120 minutes for completion

of the Background Information/Certification and Signature, Information on Select Agent Viruses,

Bacteria, Rickettsiae and Fungi, and/or Information on Select Agents Containing Recombinant

DNA, an d/or Info rmatio n on S elect Age nt To xins, forms, including the time for reviewing the

instructions, searching existing data sources, gathering and maintaining the data needed and reviewing

the collection of information.  The time required for completion of each Laboratory Assessment

Instrument is estimated to average 30 minutes; with the total time required dependent on the number and

types of Select Agents for which the laboratory is applying for registration.   An agency may not conduct or

sponsor, and a person is not required to respond to a collection of information unless it displays a

currently valid OMB control number.  Send comments regarding this burden estimate or any other aspect

of this collec tion of inform ation, includin g sugg estions fo r reducin g this burd en to CD C/AT SDR  Repo rts

Clearance Officer; 1600 Clifton Road NE, MS D-24,  Atlanta, Georgia 30333; ATTN:  PRA (0920-0199)

OMB Control Number 0920-0199

Forms approved

Expiration date 08/99


